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Editor's new e-mail address:
Dyro@alum.mit.edu
President's Message
Jennifer C. Ott, MSBME, jennifer.ott@tenetstl.com Given the current weather in St. Louis, 98° with 95% humidity, you would think summer will never end! As a former resident of cooler climates it is pretty unbearable, however, I am sure it will change, fall will begin, everyone will be back to the grindstone. Speaking of grindstones, ACCE is also back at work after a brief summer hiatus. Everyone with e-mail addresses should have received a copy of the membership survey. Mailed copies are forthcoming for those without e-mail or whose e-mail address is not current. Please complete ASAP and provide us your feedback. We hope to utilize this survey to better meet your needs.
ACCE as an organization is trying to maintain member contact via e-mail and other electronic methods so if you have email please be sure our Secretary Caroline Campbell has the latest and most current address. We are pursuing electronic newsletters, strategic mailings, and most importantly a memberonly website section. Bruce Morgan, our Webmaster, has been hard at work updating the site. Take some time to check it out http://accenet.org. If you have any further suggestions please contact Bruce at jmorgan@ibm.net.
Those with e-mail addressed should have received an e-mail with your username and password so you can access the member only section.
Our election results were unanimous! Welcome aboard Elliot Sloane as the Internal Affairs Vice President and Ray Zambuto as the External Affairs Vice President. Welcome back Caroline Campbell as Secretary, Henry Montenegro as Treasurer, Joe McClain as Member at Large, and myself! Continuity is wonderful and fresh blood a necessity.
I would like to extend an invitation to all members to contact me with concerns, questions, and offers to participate further in ACCE. We have some unique opportunities this year and I really look forward to working with more members in assuring the mission of ACCE meets our member's needs.
Withholding Service Information
Summary of FDA/CDRH 21CFR Issue: Large Manufacturers Withhold Key Service Information
Henry Montenegro, mhmont@ihswpb.com Large companies have always had a strong influence over Washington. The FDA/CDRH is not exempt from it. There is momentum building up to open congressional hearings to investigate unlawful practices by medical device manufacturers, most of them in the imaging or x-ray field and lasers, and why the FDA does not enforce their own regulations, 21CFR, against manufacturers who choose to violate the FDA laws.
Tom Quinn has been at the front of this activity and should be commended for it. He needs the help of all of us that have a stake in this matter. We can start by sending letters to Senator Specter and your United States Senators voicing your concerns and requesting to open congressional hearings.
The FDA has in place 21CFR, which mandates that, all software, instructions, and test devices necessary for assembly, installation, adjustment, and testing (AITA) for X-ray equipment and service instructions for lasers be made available at the cost of publication and distribution. Installation instructions for all other installable devices must be provided to all installers and users at the time of installation.
Clinical/Biomedical/Radiology Engineers and other service providers have seen the large amounts of money that health care providers pay large corporations for needed medical equipment and the exorbitant maintenance costs that follow. Maintenance costs could be reduced if service documentation, software and error code explanations were made available at reasonable cost, as required by 21CFR.
Manufacturers engage in this withholding of vital safety information and tools to enhance their own financial position. The reasons for this have only to do with the financial profits these companies make, and hope to continue. But this profit is blatantly at the expense of the American public, in the form of higher healthcare costs to support the outrageous service contracts that these companies can sell, because of the artificially inflated cost of software and service tools.
The bottom line is: • The FDA is responsible for radiation devices and safety in the health-care system. FDA regulation requires manufacturers of X-Ray and laser equipment to document their equipment such that it could be calibrated and maintained to ensure proper operation.
• Attempts to purchase the required documentation on X-Ray and laser systems by many hospitals and third parties have been unsuccessful.
• Manufacturers frequently claim that information is proprietary, and cannot be provided. Some require expensive licensing fees.
• The FDA hopes that manufacturers comply, but it seems like the FDA does not want to get involved in any lawsuits or in the enforcement of their own regulations under CFR21 against the large manufacturers. This other friend of mine, an anthropologist, defines an international consultant as:
Nobody asked him to come; Nobody asked him to help; Nobody asked him to show how things should be done. Maybe all this sounds a little too exaggerated but I do believe that there is plenty of truth in both of the above stories. May I started saying that we all need to read this article from the angle of bringing improvement into our work as consultant and not in a degenerative way, after all I am an international advisor as well and I make my living out of it, nevertheless, I am asking myself, all the time, if I have the technical and cultural status to be one. Some years ago, I was the sole advisor in Health Technology (since apparently there was no other similar competence in the country) of the Minister of Health of a small Central American Country. I have to admit I did not realize the full power and responsibilities I had in my hand. Then, I was a young fellow plenty of idealistic ideas and with the irresponsibility of the youth. Now, after those years, I moved on, I worked in different areas and in different situations. Finally, in the last three years I "helped" (with the collaboration of some colleagues) to shape the new course of the Maintenance System of an African Country. It took some time to get accepted by the system and then, once I was within it I was respected as a knowledgeable help even if I had in some cases good constructive discussion with some of the counterparts. However, my position has been always a privileged one and my background as a foreigner in a country whose culture and history I know with major lacks made me think that I might not have always give the best advise for the country. Moreover, sometimes the bilateral donors who sponsored me could have put some pressure on the beneficiary in case they did not implement our "wish".
This last aspect is well described in a book titled "Health Policy, an introduction to Process and Power" by Gill Walt (Witwaterstand University Press, Johannesburg, distributed by Zed Books, London www.zedbooks.com), where there is an interesting chapter and many paragraphs, throughout the all book, dedicated to the immense power multilateral and bilateral donors have along with they advisors.
Things have been changed lately quite considerably and beneficiaries are questioning more and more about the real value of the proposed assistantship, but it is also true that we do not have any way of evaluating each other and there are no institutions who provide with basic courses or continuing education courses on how an international consultants in Clinical Engineering should operate.
During the last years a lot of initiatives have been started in order to facilitate and maintain contact among international consultants (an example is the "INFRATECH" mail list sponsored by WHO hosted by PAHO and managed by ACCE) in order to help technical and managerial improvement via exchange, but I still feel we need more. Surely, we need personal humility and respect for the country we are working in and we need to try to understand the social and cultural factors influencing the day to day life even if this some times do not go along with our project goals. On the other hand, we should keep improving our technical expertise and not sit on the allure of our status in order to avoid being a market bubble but a sound investment for those who trust us.
We also should be able to communicate more with each other since sharing our initiatives and good as well as bad experiences will allow diminishing future mistakes. 
INFRATECH
Errata
Page 9 of the July issue of the ACCE News carries a short article on the contributions ACCE members made to obtaining new telemetry frequencies. The editor wishes to express his apologies for omitting mention of one the members of that group. ACCE member Paul Sherman, is on the group as the Dept. of Veterans Affairs representative. Paul has been active since the inception of the group. Paul is Biomedical Engineer at the VA National Engineering Service Center, St. Louis, MO, and may be contacted at Paul.Sherman@med.va.gov. 
Brito Produces in Brazil
ACCE New Members
The ACCE Board recently approved the following new members:
Congratulations!
George in Belize
George Johnston, johnstog@hotmail.com I have a little more time (lunch time) today. I'm at three PAHO offices using their network connection rather then Belize's VERY EXPENSIVE service. I'm attaching a couple of pictures for your social as well as professional enjoyment. As I said in an earlier email, my wife, Arlene, and I were stranded for a week in Cancun because of hurricane Keith before we could continue to Belize. The photograph below of Arlene at poolside provides evidence of the hardships we endured during that week.
The following picture shows me finally at work with some of students in the Belize program. Although going back to the basics of electronics has forced me to work through a lot of cobwebs, I am really enjoying this, particularly since this time I have some enthusiastic students who are really good. 
Dyro
Handbook of Clinical Engineering Editor-in-Chief
Board Elected
The voting for the ACCE officers and board resulted in the following elections:
President
Jennifer Ott
Internal Affairs Vice President
Elliot Sloane
External Affairs Vice President Ray Zambuto
Secretary
Caroline Campbell
Treasurer
Henry Montenegro
Member at Large
Joe McClain
Congratulations!
Well summer is over, the Baseball season is winding down, football is in full swing, teams are back on the ice getting ready for the upcoming season and we have a new budget year about to start. This is the time of the year when clinical engineers have to become good money managers in-order to use the present budget and not dip into the new budget to cover costs. Too many of us have said we can dip into the new budget for this expense and we can make it up during the year only to find that we never make it up. Every dollar is important and how we manage those dollars will effect our careers. You can be the greatest clinical engineer alive, have fantastic skills in application of devices to clinical situations but blow the budget and you will be looking for a new position. Unfortunately money drives healthcare and if you forget that you will become a "consultant" who used to be employed in a hospital.
One of the hidden costs that many of us have overlooked in the past is the travel charges that come with time and material service calls. In one case that I saw the service tech was called in to service three devices and he tried to charge for travel time on each device. On another occasion the tech did not have the parts needed and had to come back the follow day with another travel charge. In a third case the tech was about five blocks away at another hospital and put in for three hours of travel. While all of these were caught and deleted I wonder how many of these I missed over the years? In two out of three of these overcharges the company never got another purchase order for new devices from that hospital. The salesperson and sales managers were told in very direct terms that the reason that they did not get the next sale was that their service costs and policies were not acceptable to the hospital. We as clinical engineers have to consider service costs on all new purchases. The best way to do that is to closely review the present service costs for that companies products. A red flag for me was when the company had a charge for questions to their help desk. When that happened that company went to the bottom of the list for potential source of the next purchase.
We all know that repair parts are expensive but sometimes we forget to check secondary sources for those parts. One company was charging $1.50 for an "O" ring that was $0.11 at the local hardware store. Another company wanted over $900.00 for a hard drive that could be found at a computer store for under $300.00. We should never accept any charge from any source at face value. Even the internal charges from the hospital are often inflated. We need to check all charges and consider all charges as part of the total equipment support budget for the hospital.
With the up coming elections we will hear all sorts of proposals on healthcare and how it is financed. It will be interesting to see if anything changes in the system. But I doubt it. Just being involved with local issues on healthcare has opened my eyes to how those involved think. Their functions are always the most needed and efficient and all the others are not as needed or as efficient. In other words make changes to someone else's programs. If it is this difficult locally to make a change it must be close to impossible on a national scale. Maybe if the problem were looked at as an engineering problem instead of a political/financial/ego problem something could be done. Medical must also dissolved prior to transitioning tasks to the secretariat. Land's End will charge $85 to initially produce the ACCE logo. Orders to include the logo will be charged at the cost of the item plus $5.60 for the application of the logo. Articles containing the logo can only be produced in batches of 6 items; therefore orders will require some coordination possibly through the secretariat. . This will impact the FY01 budget as a loss of revenue. Medical World will continue to provide ACCE with booth space and a meeting room but will not provide a member rebate to ACCE as before. Members will still get a $100 registration discount for those attending the full conference. Ray is working with AAMI on formalizing the relationship between ACCE and AAMI for the ACCE Symposium2001. HIPPA has been chosen as the topic and it will be coordinated with the information technology (IT) track that Elliot is co-chairing. AAMI will continue to sponsor a speaker lunch for the Symposium and provide meeting space for the Board and membership meetings. AAMI will not be running tracks as in the past in response to scheduling conflict concerns. AAMI would like ACCE to participate in a broader partnership agreement. AAMI has agreed to list ACCE as a partner & display the ACCE logo on conference & marketing materials & provide complementary booth space. ACCE will need to sign a non-disclosure agreement, provide a representative for AAMI's Planning Committee & agree to promote AAMI via distribution of brochures & other information and by placing cameraready newscopy in the ACCE News. ACCE will also need to agree not to bring in their own meeting sponsors and will provide AAMI with a membership listing so that members may receive a registration discount. Ray has also been corresponding with Shirley Nycum concerning co-sponsorship of AAMI telemetry teleconference. 
THE VIEW FROM THE PENALTY BOX
